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Sir: 

REQUEST UNDER 37 C.F.R. § 1.181 FOR REVIEW 
AND RENEWAL OF PETITION UNDER 37 C.F.R. § 1.183 AND REQUEST 
FOR DETERMINATION OF PATENT TERM ADJUSTMENT - POST GRANT 

Patentee petitions the Director under the provisions of 37 C.F.R. § 1 .181 for 

review and reconsideration of the Decision on Petition Under 37 C.F.R. § 1.183 and 

Request for Patent Term Adjustment mailed by the Office of Petitions on June 29, 2009. 

The district court's decision in Wyeth v. Dudas, 580 F. Supp. 2d 138 (D.D.C. 2008), 

creates a duty for the Office to either act in accordance with that decision or to at least 

not take action contrary to that decision until the Wyeth appeal is resolved. The Office 
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of Petition's denial of Patentee's petition and request are therefore inconsistent with the 
duties of the Director. Accordingly, those decisions should be vacated. 
I. Statement of Facts 

A. Procedural Summary 

The U.S. Patent Trademark Office (PTO) issued U.S. Patent No. 7,364,894 (the 
'894 patent) on April 29, 2008, with a patent term adjustment (PTA) of 316 days. 
Subsequently, on September 30, 2008, the U.S. District Court for the District of 
Columbia ruled in Wyeth v. Dudas, 580 F. Supp. 2d 138 (D.D.C. 2008), that the PTO 
had made an error in the manner it calculated PTA. Specifically, the court's decision 
relates to situations in which separate time periods of PTA accrue due to PTO 
examination delay and those time periods do not overlap. Id. at 141 . The court ruled 
that in such situations, the PTA should be determined as the sum of the term 
adjustments of the respective separate time periods, rather than the greater one of the 
term adjustments, the latter practice being the PTO's manner of PTA determination 
used to date. Id. at 142. 

On October 24, 2008, within one month of the issuance of the district court's 
decision in Wyeth, Patentee filed a Request for Patent Term Adjustment and a petition 
under 37 C.F.R. 1.183 seeking waiver of the requirement under 37 C.F.R. § 1.705(d) 
that a PTA request must be filed within two months of the patent issue date. 

On June 29, 2009, the Office dismissed the petition under 37 C.F.R. 1.183 on the 
ground that the district court's decision in Wyeth did not create an extraordinary 
situation meriting waiver of the two month requirement for filing a request for patent 
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term adjustment. In view of that dismissal, the Office also denied the Request for 
Reconsideration of Patent Term Adjustment Under 37 C.F.R. § 1.705(d) as untimely. 

Patentee now petitions the Director Under 37 C.F.R. § 1.181 to exercise his 
supervisory authority and grant Patentee's renewed Petition Under 37 C.F.R. § 1.183 
and Request for Patent Term Adjustment. Copies of those papers and the Decision on 
Petitions accompany this petition. Alternatively, Patentee requests that the Director 
vacate the Office of Petition's decisions, hold a final decision in abeyance until final 
resolution of the Wyeth appeal, then issue a decision that is consistent with the result of 
the Wyeth appeal. 

B. Correct Patent Term Adjustment 

In view of the decision of the Federal District Court for the District of Columbia in 
Wyeth v. Dudas, Patentee submits it is entitled to a total patent term adjustment of 864 
days. As explained in part I.C, that number is the sum of the 302 days provided for in § 
1 .54(b)(1)(A) and the 562 days of patent term adjustment due to exceeding three year 
pendency, as provided for in 35 U.S.C. 1.54(b)(1)(B). There are no overlapping days 
between the (A) and (B) periods. 

C. Relevant Dates for Determining Patent Term Adjustment 
1. Adjustment under 35 U.S.C. S 154(b)(1)(A) 

a. PTO Delay 

On June 16, 2006, the PTO issued a Restriction Requirement, resulting in a PTO 
delay of 548 days from the date that was 14 months after the October 1 5, 2003, filing 
date of the application. § 154(b)(1)(A)(i). 
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The total PTO delay under § 154(b)(1)(A) is 548 days. Of those days, none 
overlapped with the October 16, 2006 to April 29, 2008 period under § 154(b)(1)(B). 

b. Applicant Delay 

Applicants responded on January 3, 2007, to an October 2, 2006, Office Action, 
but the Office considered the filing non-responsive. Applicants' supplemental response 
on March 30, 2007, resulted in an Applicant delay of 86 days. 37 C.F.R. § 1 .704(c)(7). 

On June 20, 2007, Applicants filed a Supplemental Information Disclosure 
Statement, resulting in an additional Applicant delay of 82 days. § 1 .704(c)(8). 

Applicants responded to the July 3, 2007, final Office Action on October 30, 
2007, resulting in an Applicant delay of an additional 27 days. § 1 .704(b). 

The January 22, 2008, Notice of Allowance required filing of a new Declaration, 
which Applicants filed on March 10, 2008. This supplemental paper resulted in an 
Applicant delay of 51 days. § 1 .704(c)(7). 

The reduction applied under 37 C.F.R. § 1.704 is therefore 246 days. 

c. Adjusted Delay 

The PTO examination delay totaled 548 days. The reduction due to Applicant 
delay totaled 246 days. Therefore, the 35 U.S.C. § 1.54(b)(1)(A) delay is 302 days. 
2. Adjustment under 35 U.S.C. S 154(b)(1)(B) 

This application was filed on October 15, 2003. It issued as U.S. Patent No. 
7,364,829 on April 29, 2008. Accordingly, the period under § 154(b)(1)(B) began on 
October 16, 2006, and extended to April 29, 2008, a period of 562 days. No days in this 
period overlapped with a period of PTO delay under § 154(b)(1)(A). 
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D. Terminal Disclaimer 

This patent is not subject to a terminal disclaimer. 
II. Points to be Reviewed 

The Office of Petition's basis for denying Patentee's petition under 37 C.F.R. § 
1.183 is that the issuance of the district court's decision in Wyeth vDudas does not 
create an extraordinary situation meriting relief under that provision. Decision at 4. 
Instead, it takes the position that Patentee should have challenged the PTA 
determination without waiting for the district court decision. Id. 

Respectfully, such a position ignores the fact that prior to the decision in Wyeth, 
the PTO did not clearly owe patentees and applicants a duty to interpret the PTA 
regulations in a different manner. The PTO has a duty under 35 U.S.C. § 2(b)(2)(A) to 
establish regulations that are "not inconsistent with law." After the Wyeth decision 
issued, the PTO's refusal to implement the district court's decision regarding the proper 
statutory interpretation, or to at least hold requests for correction in abeyance while the 
Wyeth appeal is pending, became inconsistent with the current law and so contrary to 
its duty to patentees and applicants eligible for PTA. Further, as the Federal Circuit 
noted in addressing the revision to patent term extensions caused by enactment of the 
Uruguay Round Agreements Act, it is inappropriate for the PTO to treat otherwise equal 
patents unequally depending upon when the patentee applied for a patent term 
extension that is available to it under the prevailing law, particularly when the correction 
is, as here, a purely ministerial task. Merck & Co. v. Kessler, 80 F.3d 1543, 1551 (Fed. 
Cir. 1996). 
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III. Action Requested 

Patentee requests that the Director await the outcome of the Wyeth appeal 
before taking any action on Patentee's petition under 37 C.F.R. § 1.181 to renew its 
petition under § 1 .183 and Request For Determination of Patent Term Adjustment. 
Upon resolution of the appeal, Patentee requests that the Director exercise his 
supervisory authority to review and reconsider Patentee's renewed petition under 37 
C.F.R. 1 .183 and Request for Determination of Patent Term Adjustment and issue a 
decision on those petitions that is consistent with the final outcome of the Wyeth appeal. 

If there are any fees due in connection with the filing of this request, please 
charge such fees to our Deposit Account No. 06-0916. 



Respectfully submitted, 



FINNEGAN, HENDERSON, FARABOW, 
GARRETT & DUNNER, L.L.P. 



Dated: August 24, 2009 




Attachments: 



June 29, 2009, Decision on Petitions 

Oct. 24, 2008, Petition Under 37 C.F.R. § 1.183 

Oct. 24, 2008, Request for Patent Term Adjustment 
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